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RESPONSE TO AMENDMENT 

The response and amendment filed 4-19-06 have been entered into the record. 
Claims 4, 11 # 12, 22-25, 29, 30 and 32 are pending and under examination. Claims 1-3, 5-10, 
13-21, 26-28 and 31 have been cancelled. 

The text of Title 35 of the US Code can be found in the previous office action of 
record. 

Rejections/Objections Withdrawn 
The objection to the specification as lacking antecedent basis in the specification 
for the term "free of dextran" is withdrawn in view of Applicant's response and arguments. 

Rejections/Objections Maintained 

The rejection of claims 4, 11, 12, 22-25, 29, 30 and 32 stand rejected under 35 
U.S.C. 112, first paragraph as failing to comply with the written description requirement is 
maintained in part for reasons made of record in the Office Action mailed 1-23-06. 

Applicant's arguments have been carefully considered but are not fully persuasive. 
Applicant indicates that the specification indicates that the microf luidized extract was 
reformulated to remove dextran because dextran caused transient urticaria in the control 
and as such a microf luidized lysate preparation free of dextran does have support in the 
specification as filed. This is found persuasive. 

Applicant also argues that the false positive hypersensitivity reaction of claim 1 
refers to the hypersensitivity to dextran as experienced by the subject of Example 3. 
This is not persuasive, the claim recites "hypersensitivity reaction" not transient urticaria 
that is strictly limited to type I hypersensitivity. This is also not persuasive, because this 
is not what the claims state. The structure of the claim specifically recites that it is the 
microf luidized lysate that does not cause a false positive hypersensitivity reaction when 
administered to a subject. This is not in relation to the control; it is in relation to the 
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lysate preparation per se. Applicant has not conceived that the lysate preparation as 
claimed, does not cause false positive hypersensitivity reactions (types I-IV) or type I 
specifically. The claim is not viewed as limited to transient urticaria due to dextran in a 
control. Applicant's arguments are inconsistent with the structure and limitations of the 
claims. Further, the specification as filed does not support false positive hypersensitivity 
reactions due to other factors and other microf luidized components or diluents. 
Therefore, the relied upon composition of the specification of Example 3, is not 
commensurate with the claims. This part of the rejection is maintained for reasons made 
of record. 

Claims 4, 30 and 32 stand rejected under 35 U.S.C. 102(b) as being anticipated by 
Leishmania Research project DOD-8B, or Stitler et al (Production of Leishmania Skin Test 
GAAP Protocol requirement 1 and 2, 1994 and 1995). 

Applicant's arguments have been carefully considered but are not persuasive. 
Applicant argues that the Examiner relies upon the last line of Rowton et al (1996) out of 
context. Applicant argues that it is unclear what products Rowtan et al tested and under 
what conditions and that the testing was done in guinea pigs and not human subjects. This 
is not persuasive; the testing of Rowton et al explicitly teaches that the tested products 
of the prior art did not provide inappropriate response in naTve guinea pigs. No responses 
in this context of naive animals indicated that no type I-IV responses were seen with the 
lysate. This is absolutely clear. This is the ultimate control for false positives, the lysate 
preparation in naive animals. The claim requires that the lysate provide no false positive 
reactions and the naive animals did not have any reaction at any dose level and therefore, 
no hypersensitivity reactions were observed. No reaction to the controls is the 
preeminent finding for a lack of false positives in naive (non-exposed subjects). Applicant 
merely speculates. The statement of the art, is clear an unequivocal. No response in naTve 
(non-exposed) guinea pigs. Applicant argues that it is well known in the art that the 
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animals and humans exhibit different hypersensitivities to a plurality of compounds. This 
is not persuasive, the claims are not limited to reactions in humans and applicant has not 
established on the record that dextran does not cause under any circumstances 
hypersensitivity reactions in guinea pigs. Applicant argues the statement that the 
properties of the compositions of the prior art are inherent, is incorrect because Example 
3 teaches that the statement is incorrect because a prior art microf luidized preparation 
was tested and did in fact cause a false positive reaction. This is not persuasive, the 
issues is the products of the cited art not some other product tested in the specification. 
Applicant argues that the explicit properties are not disclosed. This is not persuasive; the 
properties are inherent to the preparations, in view that no hypersensitivity reactions 
were seen in naYve animals. Applicant has provided no testing of the cited prior art 
products to obviate this rejection. Applicant argues that the reference do not explicitly 
teach the properties. This is not persuasive, inasmuch as the functional property of the 
prior art is met, so is the free of dextran. Applicant argues that the references are non- 
enabling, because the art does not teach which ingredients in the lysate preparation may 
or may not be responsible for causing false positive sensitivity reactions. This is not 
persuasive, the art is enabling because it teaches how to make and test the product. 
Applicant has previously argued the skill in the art is high, one of skill of course knows how 
to microf luidize the parasites in any buffer and therefore the disclosure of the prior are 
is sufficient to make the lysate preparation. The prior art made and tested the lysate 
preparation. The product is inherently anticipated. Therefore, the rejection is 
maintained. 

Claims 4, 29, 30 and 32 stand rejected under 35 U.S.C. 102(b) as being anticipated 
by Stitler et al (47 th Annual meeting of the ASTM&H, San Juan, PR, 1998). 
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Applicant consolidated and argued this rejection for the same reasons as the 
102(b) rejection set forth above. Applicant's arguments are not persuasive for the 
reasons set forth supra. 

Claims 11, 21, 22-25 stand rejected under 103(a) as being unpatentable over 
Leishmania Research project DOD-8B, or Stitler et al (Production of Leishmania Skin Test 
GAAP Protocol requirement 1 and 2, 1994 and 1995) or Stitler et al (47 th Annual meeting of 
the ASTM&H, San Juan, PR, 1998) each taken in view of Reed (US 2002/0169285). 

Applicant's arguments have been carefully considered but are not persuasive for 
the following reasons. Applicant argues that since the references under 102(b) fall, so 
does the rejections under 103. This is not persuasive because the rejections under 102(b) 
are maintained for reasons made of record. Even should the rejections under 102(b) fall, 
the claims would still be rejected under 103 because Reed et al specifically teach that 
pharmaceutical formulation of lysed preparations include a saline solution with appropriate 
preservative such as phenol and/or Tewen80™. As such, Applicants arguments are not 
persuasive. Further, the art of Reed et al teaches that this is conventional formulation of 
lysates for skin testing, which do not include dextran. 

Status of the Claims 
All pending claims stand rejected. 



Conclusion 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia A. Duffy whose telephone number is 571-272- 
0855. The examiner can normally be reached on M-Th 6:30 am - 6:00 pm. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Lynette 
Smith can be reached on 571-272-0864. 

The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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